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Description of OOS Results: 


ARL No: { *v/‘^ 

Date: j u /, ^ 

Client: tAxoVorA 

Sample Description V . ■ * ^ y - - , / o , + r e.c ."n 

Lot# d ) 

Analyst: 

Test performed: 5 >■. j, k, 

Date Tested: ca / >. | , 

Limit: < i,> . | t -a L ; • 

OOS Result: K , ^ - A .. . 

2. OOS Review: 

Acceptable: 

Negative Control 

Yesfgl No O 

Environmental Monitoring 

YcsS NoD 

Media Validated 

YesH NoP 

Method Validated (B/F) 

YesP NoP 

Personnel training current 

Yes 53 NoP 

Filter Membrane 

Yes [2 No P N/AP 

Direction Inoculation 

YesP ^Ner®- N/a£$ 

3. Additional analysis 


Gram-stain of sample contamination 

P ositive El Negative P N/AP 

Gram stain of Env. Mon. 

Positive P Negative P N/Ap£] 

Media contaminated - liquid 

aerobic □ anaerobic 0 N/AP 

solid 

aerobic □ anaerobic □ PDA P N/A[2) 

Type of contaminant 

bacterial j%] fungal □ 
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Analytical Research Laboratories 
Day Growth Observed: A 


Descriptions of colony morphology of contaminant and EM. 


C ; 1 a'uYivV. t\‘-A A 1 ‘ ^ 

SWi:V - f o., U.r A. 

1 J 

tVVxretm- Ooej lea 

ijj — 

’• '1 


S'; "l t’ - a A-'v-s.-W: 

1 -flu. • • ' •. -v V' ; V > , , . , U. 

TVvfuC* - 'An -,!v 

A io-A a- ■ < x CvA 

0 C' tv-xj i C ki-- o ^ 


Notify Client: (£es/No 

Person Contacted - Name, number and Time 

Invalidate initial result: Yes/No & Why 

^ v - f V' ^ -rf-vA"' ok! \ 

A Yvc-r frWiL-Wo.fy 



■rrV^-T .> : i<1 ^ A i 



•V 


Retest: Yes/No Retest Result: Sterile/ Not Sterile 

Supplemental Report Issued: Yes/No 
Bacterial/Fungal Identification Requested: Yes/No 
If yes, what was identified? 
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Comments: c , ■ • v , y v LVix;^ L;i- n 
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Investigator: ' 4 1 ' ■) j v 


Date: [/ / / 3- 


C. tvi : - 

"VV> XV- ‘ ’ - s' : 

iN ncv."< o,'o-Oe.c-V 


t K /. 1\' VC . i c.'cr . 

1: ,1.^-0^ 

'P,c. rV-'.stoAso.-.: 

. ‘Y'%- 


5 - 


t •."V'.'.Vx •. 


\"v .o.. ,> - C^V.ir. 

t-.ie.\rfvLoi"' • C’r:-v sv < * 

€. ’ S : ' '-.X I 
! 'i y. Lu s ^ - $ ;V\CK-' \V_ 

ivoCLf ■ tew . (•’* 


■ -1 0 ■ 


At. bo- . 

i ^ i ! - ■ 


v - - Y 


' ' V" v 


QUF-1 13-V4 Microbiology Out-of-Specification Investigation 
Page 3 of 3 


FDA_E00476313 



